	Fridge Freezer IQ/OQ Checklist



	Equipment type: 
(circle as applicable) 
	Refrigerator  /  Freezer
	Location:
	

	Manufacturer:
	
	Model:
	

	Serial Number:
	
	Asset Number:
	


Describe the intended use of this record (tick one):

Initial Installation – Qualification (
Repair / Modification – Re-Qualification  (



Perform all points marked A. 
Perform all points marked C.
Travel / Relocation - Re-Qualification  (
Decontamination - Pre-Decommissioning  (
Perform all points marked B.
Perform all points marked D.

Requirements:

· If a check step fails, repeat step. Record repeat and associated outcome in ’Comments’ section.

· If a check fails repeatedly consult the VCCT Operations Manager and/or seek technical support.

· Instruments used to verify temperature must be calibrated and checked prior to use.

	1.0
INSTALLATION QUALIFICATION (IQ)  

	Item
	Code
	Criteria/Task
	Acceptable

(circle as appropriate)

	1.1 Instrument Environment

	1.1.1
	A,B
	Verify refrigerator/freezer is located on a level surface.
	Yes / No / NA

	1.1.2
	A,B
	Verify that sufficient space is available for door(s)/lid(s) to be opened to the full range of its motion without impact with surrounding structures.
	Yes / No / NA

	1.1.3
	A,B
	Verify that all shelving/components are received as per purchase order.
	Yes / No / NA

	1.1.4
	A,B
	Verify that there is sufficient space around the unit as per manufacturer’s requirements to allow for ventilation and cleaning.
	Yes / No / NA

	1.2 Instrument Inspection/Set up

	1.2.1
	A
	Attach Factory Acceptance Testing (FAT) report/certificate to this document.
	Yes / No / NA

	1.2.2
	A,B
	Inspect the exterior of the unit for impact or shipping damage and remove any shipping restraints or tie wraps
	Yes / No / NA

	1.2.3
	A,B,C
	Verify electrical safety check has been performed.
	Yes / No / NA

	1.2.4
	A,B,C
	Connect unit to the environmental monitoring system (EMS).
	Yes / No / NA

	1.2.5
	A,B
	Connect unit to power supply and allow unit to run for a period of 24 hours.
	Yes / No / NA

	1.2.6
	A,B,C
	Program the unit with the required operating temperature (set-point) and high/low alarm limits.

Required operating temperature (set-point): _______ °C

Required low alarm limit: _______ °C

Required high alarm limit: _______ °C
	Yes / No / NA

	Comments:

	IQ performed by:

	(Name)
	(Signature)
	(Date)


	2.0
OPERATIONAL QUALIFICATION (OQ)

	Item
	Code
	Description/Action
	Acceptable

(circle as appropriate)

	2.1 Instrument Performance

	2.1.1
	A,B,C
	Verify that the door seal(s) provide complete closure (i.e. no gaps).
	Yes / No / NA

	2.1.2
	A,B,C
	Verify that the internal light is functional.
	Yes / No / NA

	2.1.3
	A,B,C
	Verify accuracy of digital display (and linked internal probe).

Place a thermometer or temperature probe inside the unit near the internal probe linked to the digital display. Allow to equilibrate.

Record the temperature readings below:

Thermometer/probe ________ °C   Digital display ________ °C
The digital display reading must be within ± 1°C of the thermometer/probe for refrigerators, and ± 2°C for freezers.
	Yes / No / NA

	2.1.4
	A,B,C
	Verify ‘out of limit’ audible alarms.

Confirm that out-of-limit events activate the appropriate alarms.

High alarm:
	

	
	
	Refrigerator / freezer        
	Yes  (
	No  (
	N/A  (
	

	
	
	EMS   
	Yes  (
	No  (
	N/A  (
	

	
	
	Low alarm:
	

	
	
	Refrigerator/freezer        
	Yes  (
	No  (
	N/A  (
	

	
	
	EMS   
	Yes  (
	No  (
	N/A  (
	

	2.1.5
	A,B,C
	Verify the ‘power failure’ alarm is operational.
Turn off power at the outlet, and ensure alarm sounds.
	Yes / No / NA

	2.1.6
	A,B,C
	Verify ‘door open’ alarm is operational (if applicable).

Leave the unit door open, and ensure alarm is activated. Once in alarm state, close the door. Record the time and digital display reading below:

Door close time: _____________ Digital display: ________ °C
	Yes / No / NA

	2.1.7
	A,B,C
	To check temperature recovery, monitor how long it takes for temperature to return to within ±1°C of the set-point.

Time set-point temperature (±1°C) reached: ​​​​​____________

Interval: ____________mins

For refrigerators, the digital display reading must return to 1°C of the set-point within 30 minutes. For freezers, the digital display reading must return to 2°C of the set-point within 60 minutes.
	Yes / No / NA

	2.1.8
	D
	Decontaminate the unit as per manufacturer’s instructions.

Decontamination must be performed prior to de-commissioning of the unit.  This may be performed prior to relocation, or prior to disposal of the unit.
	Yes / No / NA

	Comments:

	2.2 Instrumentation used (if applicable)

	2.2.1
	A,B,C
	Item:

Serial No.:

Calibration last performed:

Calibration next due:

Report reference:
	Item:

Serial No.:

Calibration last performed:

Calibration next due:

Report reference:

	
	
	Item:

Serial No.:

Calibration last performed:

Calibration next due:

Report reference:
	Item:

Serial No.:

Calibration last performed:

Calibration next due:

Report reference:

	OQ performed by:

	(Name)
	(Signature)
	(Date)


	IQ Results reviewed & accepted by:

	(Name)
	Production Manager or delegate
	(Signature)
	(Date)


	OQ Results reviewed & accepted by:

	(Name)
	Production Manager or delegate
	(Signature)
	(Date)
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